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REMARKS 

All pending claims have been amended to recite that the antihistamine 
for use in the present invention is desloratadine. It is submitted that no new 
matter has been introduced by the foregoing amendments. Approval and 
entry of the amendments respectfully is solicited. 

Restriction Requirement 

In accordance with restriction practice, the subject matter of claims 1-7, 
10-15. 18-25 and 28-35 (Group 1) is hereby elected for prosecution without 
traverse. Non-elected claims have been cancelled. 

Enablement Rejection 

Claims 1-7. 10-15, 18-25 and 28-33 and 35 were rejected under 35 
USC §112, first paragraph, on the asserted grounds that the specification is 
not enabling. (Office Action at p. 3). For the reasons set forth below, the 
rejection respectfully is traversed. 

It is the Office's burden to demonstrate that a specification is not 
sufficiently enabling. In re Marzocchi, 169 U.S.P.Q. 367. 369 (C.C.P.A. 
1971). To carry its burden, the Office must Identify and dearly articulate the 
factual bases and supporting evidence that allegedly establish that undue 
experimentation would be required to carry out the claimed invention. Id. at 
370. It is well established that claims must be separately analyzed. Be parte 

Jochtm, 11 U.S.P.Q.2d 561 (B.PAI. 1988). 
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Here, the Office has not referred to any specific feature of any specific 
claim that is insufficiently enabled. To the contrary, the Office has simply 
posited, in conclusory fashion, that it is "not enable[d]." That is not the stuff of 
an enablement rejection. 

It respectfully is submitted that the Office has not carried its burden to 
identify and clearly articulate the factual bases and supporting evidence that 
allegedly establish that undue experimentation would be required to carry out 
the claimed invention. Whatever the Office's concerns may be, to the extent It 
is not clear that they are well founded, the rejection is legally deficient. For 
these reasons, the enablement rejection should be withdrawn. 

Moreover, the Office has issued numerous patents employing the 
same exact language that is objected to in this instance. In fact, submitted 
herewith as exhibit A is one example of a patent employing this language. As 
this patent presumably complies with 35 U.S.C. § 112. so too, should the 
claims in this instance comply with 35 U.S.C § 112. In view of the numerous 
patents that employ this language and the lack of any facts set forth to 
establish the Office's position, it respectfully is submitted that the Office's 
position can not stand and that the rejection of the claims for this basis should 
be withdrawn. 

Anticipatio n Rejections 

Claims 1-7, 10-15, 18-25 and 28-35 were rejected under 35 USC § 102 
(b) as anticipated by Aberg. et a/.. U.S. Patent No. 5,595,997 ("Aberg"). 
(Office Action at p. 5). For the reasons set forth below, the rejection 
respectfully is traversed. 
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Aberg reportedly discloses the administration of desloratadine to a 
human for the treatment of allergies. 

In making the rejection, the Office contended that the instant invention 
"must be inherently presented in the prior art method." (Office Action at p. 5). 

As is well settled, anticipation requires "identity of invention." Glaverbel 
Soviets Anonym* v. Northlaka Mktg. & Supply. 33 U.S.P.Q.2d 1496, 1498 
(Fed. Cir. 1995). Each and every element recited in a daim must be found in 
a single prior art reference and arranged as in the claim. In re Marshall, 198 
U.S.P.Q. 344, 346 (C.C.PA. 1978); Undemann Maschinentabrik GmbH v. 
American Hoist and Derrick Co., 221 U.S.P.Q. 481. 485 (Fed. CSr. 1984). 

Furthermore, in a 5102(b) rejection there must be no difference 
between what Is claimed and what is disclosed in the applied reference. In re 
Kalm. 154 U.S.P.Q. 10. 12 (C.C.PA. 1967); Scripps v. Genentech Inc., 18 
U.S.P.Q-2d 1001. 1010 (Fed. Cir. 1991). "Moreover, ft is incumbent upon the 
Office to identity wherein each and every facet of the claimed invention is 
disclosed in the applied reference." Ex parte Levy, 17 U.S.P.Q.2d 1461. 1462 
(B.PA.I. 1990). 

To the extent that the Office asserts that Aberg "must" inherently 
disclose the claimed Invention, it respectfully is submitted that this can not 
stand. As is fundamental, reliance upon an Inherency theory may not contain 
any possibilities or probabilities of the existence of a certain fact. Inherency 
must be proven each and every time. The Office can not say that such 
property such of using desloratadine to treat allergies as reported in Aberg 
would necessarily and invariably result in the treatment and prevention of 
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cardiovascular as claimed in the instant invention. And the Office has not 
even alleged as such. 

Furthermore. Aberg states that the alleged invention of Aberg is such 
that loratadine or destoratadine may be administered without side effects such 
as "cardiac arrhythmias, cardiac conduction disturbances, fatigue, 
headache, gastrointestinal distress, appetite stimulation, weight gain, dry 
mouth, and constipation or diarrhea." See Column 3, lines 28 to 32. Far from 
disclosing the methods of the instant invention. Aberg reportedly found 
methods that would lead away from the administration of desloratadine to 
prevent and treat cardiovascular disease because Aberg reported that the 
methods of Aberg would not have cardiovascular effects - either positive or 
negative. The present invention is that desloratadine may be used in the 
treatment and prevention of cardiovascular disease. Thus, for this further 
reason, the rejection should be withdrawn. 

Claim 34 was rejected over Gray, U.S. Patent No. 5.627,183. For the 
reasons set forth below, it respectfully is submitted that this rejection should 
be withdrawn. 

The claims as amended do not encompass cetirizine. Rather, they are 
limited to desloratadine. Accordingly, the rejection of the claims for 
anticipation over Gray should be withdrawn because Gray does not disclose 
desloratadine. 

Accordingly, it respectfully Is submitted that the rejection of the dalms 
for anticipation over all of the references should be withdrawn. 
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Obviousn ess Rejections 

Claims 1 to 2, 7, 10-11, 18-19, 28-29, and 34-35 stand rejected for 
obviousness over Gray in view of Hospes. For the reasons set forth below, 
the rejection is traversed. 

Gray reportedly discloses cetirizine for the treatment of cardiovascular 
disease. 

Hospes reportedly discloses that eosinophil is a risk factor in 
cardiovascular disease. 

The claims as amended do not encompass cetirizine. Rather, they are 
limited to desloratadine. Accordingly, the rejection of the claims for 
obviousness over Gray and Hospes should be withdrawn because Gray does 
not disclose desloratadine. 

Claims 3 to 6. 12-15, 20-25 and 30-33 stand rejected over Gray. Aberg. 
Hospes and Kreutner et a/., U.S. Patent No. 5.869.479 (Kreutner). For the 
reasons set forth below, this rejection respectfully is traversed. 

Gray reportedly discloses cetirizine for the treatment of cardiovascular 
disease. 

Aberg reportedly discloses the administration of desloratadine to a 
human for the treatment of allergies. 
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Hospes reportedly discloses that eosinophil is a risk factor in 

cardiovascular disease. 

Kreutner discloses the use of histamine (H1 and H3) receptor 

antagonists for the treatment of allergies. 

As is fundamental, a prima facie case of obviousness must be based 
on facts, "cold hard fads." In /e Freed, 165 U.S.P.Q. 570, 571-72 (C.C.P.A. 
1970). When the rejection is not supported by facts. H cannot stand. Exparte 
Saceman, 27 U.S.P.Q.2d 1472. 1474 (B.P.A.i. 1993). 

Initially, and as noted above. Aberg states that the alleged invention of 
Aberg is such that loratadine or desloratadine may be administered without 
side effects such as "cardiac arrhythmias, cardiac conduction 
disturbances, fatigue, headache, gastrointestinal distress, appetite 
stimulation, weight gain, dry mouth, and constipation or diarrhea." See 
Column 3, lines 28 to 32. Far from disclosing the methods of the instant 
invention. Aberg reportedly found methods that would teach away from the 
administration of desloratadine to prevent and treat cardiovascular disease 
because Aberg reported that the methods of Aberg would not have 
cardiovascular effects - either positive or negative. The present invention Is 
that desloratadine may be used in the treatment and prevention of 
cardiovascular disease Thus, for this reason alone, the rejection is not based 
upon the requisite facts to sustain an obviousness rejection and the rejection 

should be withdrawn. 

Moreover, the Office was required to demonstrate where in any of the 
references there is a suggestion which would have "strongly motivated" one to 
make cosmetic compositions as claimed. Ex parte Grase/ft 231 U.S.P.Q. 
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393. 394 (Bd. App. 1986). The type of motivation which would have 
-impend" one to do so (Ex parte Levengood, 28 U.S.P.Q.2d 1300, 1301-02 
(B.P.A.I. 1993)), and the type of suggestion that the changes "should" be 
made. Ex parte Markowitz, 143 U.S.P.Q. 303, 305 (Bd. App. 1964). 

The office has alleged that Kreutner discloses that cetirizine and 
desloratadine are antihistamines. Kreutner also discloses a number of 
antihistamines. Kreutner specifically states that one could employ 
"astemizoie, azatadine. azelastine. acrivastine. brompheniramine, 
chlorpheniramine, clemastine, cyclizine. carebastine, cyproheptadine, 
carbinoxamine, descarboethoxyloratadine (also known as SCH-34117), 
doxylamine, dimethindene. ebastine. epinastine. efletirizine, fexofenadine, 
hydroxyzine, ketotifen. loratadine. levocabastine. mizolastine, mequitazine. 
mianserin, noberastine. meclizine, norastemizole, picumast, pyrilamine. 
promethazine, terfenadine. tripelennamine. temelastine. trimeprazine and 
triprolidine..." in the method of Kreutner. 

The Office has not demonstrate why would one of skill in the art 
choose desloratadine to treat cardiovascular disease because of some 
alleged similarity to cetirizine for the treatment of a different indication from 
the laundry list of antihistamines that is disclosed in Kreutner. The Office has 
not demonstrate why would one of skill in Ihe art would be motivated to select 
that compound to the exclusion of others in any of the references. Simply put. 
the Office has not demonstrated where in any of the references there is any 
motivation to combine any of the references to arrive at the claimed invention. 
That however, was the Office's burden. For this further reason, the rejection 
of the claims for this basis should be withdrawn. 
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Moreover, it respectfully is submitted that whatever Hospes discloses, 
applicants have not in fact admitted that it is prior art Mere citation to a 
reference does not transform that citation into some form of admission of prior 
art, and mere characterization of a reference by the Office of a statement as 
an admission also does not make it so. For this further reason, it respectfully 
is submitted that the rejection is deficient and should be withdrawn. 

Accordingly, for the reasons set forth above, entry of the amendments, 
withdrawal of the rejections, and allowance of the claims is respectfully 
requested. If the Examiner has any questions regarding this paper, please 
contact the undersigned. On a final note, the Examiner is thanked for the 
courtesy extended to the undersigned during the teleconference of June 24. 
2003. 



Respectfully submitted. 




Patent Department, K-6-1, 1990 
SCHERING-PLOUGH CORPORATION 
2000 Galloping Hill Road 
Keniiworth. New Jersey 07033-0530 



Registration No.: 42,807 
Telephone No.: (908) 298-5056 
Facsimile No. (908) 298-5388 
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VERSION WITH MARKINGS TO SHOW CHANGES MADE 

1 . A method of treating and/or preventing a cardiovascular disease in a 
human suffering from an allergic and/or inflammatory condition of the skin or 
upper airway passages which comprises administering to such human in need 
of such treating and/or preventing an effective amount of an antihistamine 
desloratadine. or a pharmaceutically acceptable salt thereof. 

1 0. A method of treating and/or preventing a cardiovascular disease in a 
human in need of such treating and/or preventing which comprises 
administering to such a human an effective amount of an antihistamine 
desloratadine . or a pharmaceutically acceptable salt thereof. 1 8. A method 
of treating and/or preventing a cardiovascular disease in a human suffering 
from seasonal or perennial allergic rhinitis which comprises administering to 
such human in need of such treating and/or preventing an effective amount of 
on antihistamine desloratadine. or a pharmaceutically acceptable salt thereof. 

1 8. A method of treating and/or preventing a cardiovascular disease in a 
human suffering from seasonal or perennial allergic rhinitis which comprises 
administering to such human in need of such treating and/or preventing an 
effective amount of an ontihistamin e desloratadine, or a pharmaceutically 
acceptable salt thereof. 

28. A method of treating and/or preventing a cardiovascular disease in a 
human suffering from atopic dermatitis or urticaria which comprises 
administering to such human in need of such treating and/or preventing an 
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effective amount nf nn nntihistam i ne desloratadine , or a pharmaceutical^ 
acceptable salt thereof. 
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